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(b) The new submission must clearly
identify the submitter, the MCAN or
exemption request to which the new in-
formation is related, and the number
assigned to that submission by EPA, if
known to the submitter.

(c) If the new information becomes
available during the last 5 days of the
review period, the submitter must im-
mediately inform the EPA contact for
that submission by telephone of the
new information.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010]

§725.40 Notice in the Federal Register.

(a) Filing of FEDERAL REGISTER no-
tice. After EPA receives a MCAN or an
exemption request under this part,
EPA will issue a notice in the FEDERAL
REGISTER including the information
specified in paragraph (b) of this sec-
tion.

(b) Contents of notice. (1) In the public
interest, the specific microorganism
identity listed in the submission will
be published in the FEDERAL REGISTER
unless the submitter has claimed the
microorganism identity confidential. If
the submitter claims confidentiality, a
generic name will be published in ac-
cordance with §725.85.

(2) The categories of use of the micro-
organism will be published as reported
in the submission unless this informa-
tion is claimed confidential. If con-
fidentiality is claimed, the generic in-
formation which is submitted under
§725.88 will be published.

(3) A list of information submitted in
accordance with §725.160(a), 725.255,
725.260, 725.355, or 725.455, as appro-
priate, will be published.

(4) The submitter’s identity will be
published, unless the submitter has
claimed it confidential.

(c) Publication of exemption decisions.
Following the expiration of the appro-
priate review period for the exemption
request, EPA will issue a notice in the
FEDERAL REGISTER indicating whether
the request has been approved or de-
nied and the reasons for the decision.

§725.50 EPA review.

(a) MCANs. The review period speci-
fied in section 5(a) of the Act for
MCANSs runs for 90 days from the date
the Document Control Officer receives

§725.54

a complete submission, or the date
EPA determines the submission is com-
plete under §725.33, unless the Agency
extends the review period under section
5(c) of the Act and §725.56.

(b) Exemption requests. The review pe-
riod starts on the date the Document
Control Officer receives a complete ex-
emption request, or the date EPA de-
termines the request is complete under
§725.33, unless the Agency extends the
review period under §725.56. The review
periods for exemption requests run as
follows:

(1) TERAs. The review period for
TERASs is 60 days.

(2) TMEs. The review period for TMEs
is 45 days.

(38) Tier II exemption requests. The re-
view period for Tier II exemption re-
quests is 45 days.

§725.54 Suspension of the review pe-
riod.

(a) A submitter may voluntarily sus-
pend the running of the review period if
the Director, or a designee, agrees. If
the Director does not agree, the review
period will continue to run, and EPA
will notify the submitter. A submitter
may request a suspension at any time
during the review period. The suspen-
sion must be for a specified period of
time.

(b) A request for suspension may only
be submitted in a manner set forth in
this paragraph. The request for suspen-
sion also may be made orally, includ-
ing by telephone, to the submitter’s
EPA contact for that notice, subject to
paragraph (c) of this section.

(1) Older notices. Requests for suspen-
sion for notices submitted before April
6, 2010 must be submitted on paper ei-
ther via U.S. mail to the Document
Control Office (DCO) (7407M), Office of
Pollution Prevention and Toxics, Envi-
ronmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001 or submitted via courier
to the Environmental Protection Agen-
cy, OPPT Document Control Office
(DCO), EPA East Bldg., 1201 Constitu-
tion Ave., NW., Rm. 6428, Washington,
DC 20004.

(2) Newer notices. For notices sub-
mitted on or after April 6, 2010, EPA
will accept requests for suspension
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§725.56

only if submitted in accordance with
this paragraph:

(i) Requests for suspension may be
submitted on paper on or before April
6, 2011. All paper-based requests for sus-
pension must be generated using e-
PMN reporting software and be com-
pleted through the finalization step of
the software, and e-PMN software must
be used to print the request for suspen-
sion for submission to EPA. Paper re-
quests for suspension must be sub-
mitted either via U.S. mail to the Doc-
ument Control Office (DCO) (7407M),
Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001 or submitted
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201
Constitution Ave., NW., Rm. 6428,
Washington, DC 20004.

(i1) Requests for suspension may be
submitted as electronic files on optical
disc on or before April 6, 2012. All re-
quests for suspension submitted as
electronic files on optical disc gen-
erated using e-PMN reporting software
and be completed through the finaliza-
tion step of the software, and e-PMN
software must be used to print the re-
quest for suspension for submission to
EPA. Paper requests for suspension
must be submitted either via U.S. mail
to the Document Control Office (DCO)
(7407M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001 or submitted
via courier to the Environmental Pro-
tection Agency, OPPT Document Con-
trol Office (DCO), EPA East Bldg., 1201
Constitution Ave., NW., Rm. 6428,
Washington, DC 20004.

(iii) Requests for suspension may be
submitted electronically to EPA via
CDX. Such requests must be generated
and completed using e-PMN reporting
software. See 40 CFR 720.40(a)(2)(iv) for
information on how to obtain e-PMN
software.

(c) An oral request for suspension
may be granted by EPA for a maximum
of 15 days only. Requests for longer
suspension must only be submitted in
the manner set forth in this paragraph.

(d) If the submitter has not made a
previous oral request, the running of

40 CFR Ch. | (7-1-13 Edition)

the notice review period is suspended
as of the date of receipt of the written
paper request, electronic request on op-
tical disc, or CDX submission by EPA.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010]

§725.56 Extension of the review pe-
riod.

(a) At any time during the review pe-
riod, EPA may unilaterally determine
that good cause exists to extend the re-
view period specified for MCANS, or the
exemption requests.

(b) If EPA makes such a determina-
tion, EPA:

(1) Will notify the submitter that
EPA is extending the review period for
a specified length of time and state the
reasons for the extension.

(2) For MCANs, EPA may issue a no-
tice for publication in the FEDERAL
REGISTER which states that EPA is ex-
tending the review period and gives the
reasons for the extension.

(c) The total period of the extension
may be for a period of up to the same
length of time as specified for each
type of submission in §725.50. If the ini-
tial extension is for less than the total
time allowed, EPA may make addi-
tional extensions. However, the sum of
the extensions may not exceed the
total allowed.

(d) The following are examples of sit-
uations in which EPA may find that
good cause exists for extending the re-
view period:

(1) EPA has reviewed the submission
and is seeking additional information.

(2) EPA has received significant addi-
tional information during the review
period.

(3) The submitter has failed to cor-
rect a submission after receiving EPA’s
request under §725.32.

(4) EPA has reviewed the submission
and determined that there is a signifi-
cant possibility that the microorga-
nism will be regulated under section
5(e) or section 5(f) of the Act, but EPA
is unable to initiate regulatory action
within the initial review period.

§725.60 Withdrawal of submission by
the submitter.

(a) A submitter may withdraw a no-

tice during the notice review period by

submitting a statement of withdrawal

734



		Superintendent of Documents
	2013-08-15T03:42:54-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




